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Praha a.s.

NPO.MEA.LC MNpara a.o.
Tenucka 377/1, Muxne, 140 00 MNpara 4,

Hauvnaa ¢ 1, 2. 1989 dwmpma 3apervcTpuposana
B TOPrOBOM pErucTpe ropoackaro cyaa r. Npary,
3nen b, npunoxenue 3. Per, Ne: CZ00147893

CEPTUO®UKAT KAYECTBA

HanmenoBanue ToBapa:

Hromen ®, TabJIeTKH, MOKPBIThIE NIEHOYHON 0000uK0i, SO Mr

HUmnoprep: Yemckas Pecniyonuka
Homep nunensuu: Ne sukls247572/2024
Cepus ToBapa Ne.: 0020125

YnakoBka:

40 TabneTok

YnakoBuiuk:

AQO «Canexa @apMacblOTUKAI3»

Y. Hutpancka, a. 100, 920 27 I'noroseu,
Crnogaukas Pecrybnuka

Homep nunensuu: V-15/2025

Howmep 3axirouenus:
GMP/EAEU/RU/01933-2025

I[MpousBoauTenb (BbINMYCKAOIIHH
KOHTPOJIb Ka4ecTBa):

[TPO.MEI.LIC Ilpara a.o.,

Tenucka 377/1, Muxune, 140 00 Ilpara 4,
Yemickas PecnyOnuka

Howmep nuuensuu: Ne sukls247572/2024

Homep 3axitoueHus:
GMP/EAEU/RU/00903-2023

Jata npou3BoacTBa: 01.2025
Cpok roaHocTtu: 01.2030
JlaGopaTopHsblii anaans Ne.: 239/25
Hara: 10.06.2025
MHH: HUronpun

HazBanue ¢papm. cyOCcTaHUHH:

HUtonpuna ruapoxsiopun

IIponsBoaurenn gapm. cybecTaHIHH

Kanuna ®apmacerotukaic Jlumures

Cepus dpapm. cydocranuum Ne.:

241P014; 241P015

Ilokazarenn Hopmbl Pe3yabTaTh!l aHau3a
Onucanue Kpyrible, NBOAKOBBINYKIIbIE TAGNETKH, COOTBETCTBYET
NOKpPhITLIE MJEHOUHOI 00on0UKoii, Oenoro
WJIH NMOYTH OENIOro LuBeTa ¢ HaceuKo ¢
OJHOH CTOPOHBI.
Hpentudurxanns
Wrtonpuna ruapoxiopun Bpems ynepxuBaHHA OCHOBHOTO NUKa Ha COOTBETCTBYET
(B2XX) XpoMaTorpaMMe HCIbITYEMOr0 pacTBopa
JIO/KHO COOTBETCTBOBATH BPEMEHH
YAEPXHBAHUA OCHOBHOTO MHKA HA
XpoMaTorpamMMe CTaHJAapTHOTO pacTBOpa.
TuTana qHoOKCHI JoMmKHO MNOABMTBCA  JKENTO-OPAHXKEBOE | COOTBETCTBYET
(KauecTBeHHas peakuus) | OKpawiWBaHWe

JlabopatopHsiii ananu3 No.: 239/25
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PRO.MED.CS

Praha a.s.

NPO.MEQ.LC Mpara a. 0.
771, Muxne, 140 00 Npara 4,

HaumHaa 'l
BT roBo
pasgen b, 1

2. 1989 chvpma 3apel MpOBaHa
poackoro cyaa r. Mparu,
se 3. Per. Ne: CZ00147893

Iloka3atean Hopmbl Pe3yabTaThl aHajan3a
OnHOpoAHOCTHL Macchl 138,0 Mmr+ 5,0 % (ot 131,1 no 144,9 mr) 137,0 Mmr
JIO3HPOBAHHOI eHHHLUBI 18/20 Tadn. — ne Gonee + 7.5 % COOTBETCTBYET
2/20 Tabn. — xe donee £ 15,0 % COOTBETCTBYET
PacrBopeHue He menee 75 % (Q) uronpuaa 99 %
FMIPOXIIOpHIA OT HOMHHANILHOIO
cozepkanus yepes 30 MHH
IMocToponnne npHMecH
(B2XX)
[Tpumecu A — He Gonee 0,2 % 0,02 %
ITpumecu B — ne bonee 0,2 % < 0,02 %
[Tpumecu C — He Gonee 0,2 % 0,08 %
OtpenbHO HEHAEHTH()UUMPOBAHHOH
npumecu — He dosee 0,2 % <0,03 %
CyMMBbI Beex npumeceii — He Oosee 1,0 % 0,10 %
MukpoGuonoruyeckas Ph.Eur.
YHCTOTA
- Ob1uee uKcno a3poOHBIX
MuKpoOpraHu3MoB — e Gonee 10° KOE/T < 10 KOE/r
(TAMC)
- O61uee uucno
JAPOXGKEBBIX M MiecHeBbIX | — e Oonee 102 KOE/r < 10 KOE/r
rpubos (TYMC)
- EscherichiacoliB I r — OTCYTCTBYET OTCYTCTBYET
OaHopogHOCTh Jna 10 no3upoBaHHbIX eAuHHLL (n=10) AV
O03HPOBAHHBIX eAHHHUILY < 15,0 unu ang 30 003MpOBAHHLIX €AMHMIL
(n=30) AV < 15,0 4 HH OMH pe3ynbTaT COOTBETCTBYET
€IMHHYHOTIO OnpeaeneHus He MeHbLue (1-
L2x0,01)*xM unu He Donblue
(14L2%0,01)xM
KonnuecTBeHHoe Ot 47,5 no 52,5 mr (ot 95,0 mo 105,0 % ot | 49,5 Mr
onpenesenne BIAKX HOMHHANBHOTO  COJiepKaHMA  MUTOMNpUIa
FUAPOXJIOpHAA)
YnakoBka flepsuunasn ynaxosxa CooTBercTBYET
Mo 20 Tabnetox B ynakoBke suelixoroii | [Tepeuunan ynaxoska
koutyphoit m3 TIBX/TIBJAX nnenku u | [To 20 tabnerok B ynakoBke s4eiikopoii
AMIOMUHUEBOH honbru. koHTYpHOil M3 TIBX/TIBJIX nneHkn H
Bmopuunas ynaxkosxa aNFOMHHUEBOH (POJbIU.
2 ynakoBKH MeHKOBBIX KOHTYPHBIX BMecTe | Bmopuunas ynaxoska
C  JMCTKOM-BKMAibllieM B Mavke | 2 yNaKOBKH AYEHKOBBIX KOHTYPHBIX BMECTE
KapTOHHOM. C  JIMCTKOM-BKNadbilleM B  Tauke
KapTOHHOI.
Mapkuposka Ha ynaxogke sueiikosoil konmyproii Ha CooreercTByeT

PYCCKOM S3bIKE YKa3bIBAKOT:

— TOpProBoe HAUMEHOBaHME Npenapara ¢
npenynpeauTeNbHOi Mapkupoekoil ®,
— MEX/IyHapOJIHOE HEeMaTeHTOBaHHOE
HaumeHoBaHKe (AyOnupyeTcs Ha
AHINTHIACKOM f3bIKE),

— JIO3UPOBKY,

— KOJIMYECTBO TabJIETOK C yKa3aHHEM
JlekapcTeeHHOI dopMbl («20 TabneTok,
MOKPBITHIX MICHOYHOI 060104K0Ii»),

— HaHMEHOBAHHE JepKaTens
PErucTpalMOHHOrO YI0CTOBEPEHH,

— JIOTOTHII JiepikaTelisi perHCTPALMOHHOTO

Ha ynarosxe sauetikogoil konmyproti Ha
PYCCKOM fA3BIKE YKa3aHO:

— TOProBOe HaHMEHOBAHUE Tpenapara ¢
npeynpeanTeNsHON MapKUpoBKoi ®,
— MEX/IyHapOIHOE HEMaTeHTOBAHHOE
HauMeHoBaHHe (1yOnupyercs Ha
AHTTTHHCKOM s3bIKe),

— JI03HpOBKa,

— KOJIMYECTBO TabNETOK € yKa3aHHEM
JiekapcTBeHHOH hopmbl («20 TadJeToxk,
MOKPBITHIX MIEHOYHOI 060N0UKOiTY),

— HaMMEHOBaHHe NepHKaTes
PErucTPauHOHHOTO YI0CTOREPEHHS,

JlaGopatopHerlii ananu3 Ne.: 239/25
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Iloxkazarenn HOprl PBBy‘J‘leaTbl aHaJIu3a
YZOCTOBEPEHHs (Ha aHTNIHICKOM A3bIKE), — JIOTOTHIT AeprKaTeli perucTpaLioHHOro
— HOMEp CepHH, yIOCTOBEpeHHA (Ha aHMIHICKOM A3bIKE),
— JaTy UCTEYEHHA CPOKA MOIHOCTH — HOMeEp cepHH,

(«ropeH no»). — JlaTa UCTEYEHUS CPOKA FOAHOCTH

Ha nauxe kapmonHoil Ha pyccKOM S3biKe («roneH no»).

YKa3bIBAOT (Haanucu ayonupyroTesd Ha Ha nauke kapmonnoii Ha pyccKoM si3blke
AHMMHICKOM A3BIKE): yKkazaHo (Haanucu ayonupyioTcs Ha

— TOProBOe HaMMEHOBaHHKeE Npenapara ¢ AHTIHHACKOM fI3bIKE):
npenynpeauTeNbHOH MapKUpoBKoii ®, — TOProBoe HaMMEHOBaHHeE NpenapaTa ¢
— MEXIYHapOJHOE HEMATEHTOBAHHOE npeaynpeauTelbHOH MapKHPOBKOH ®,
HaUMEHOBaHHUe, — MEXIyHapoAHOe HEMATEHTOBAHHOE

— NeKapCTBEHHY1O (opmy, HauMEHOBaHHe,

— JI03UPOBKY, — JleKapcTBeHHas (opma,

— HAUMEHOBaHHe NeHCTBYIOLIEro — II03HPOBKa,

BEILECTBA U ET0 CONEPKAHUE B OHOM — HAaHMEHOBAHHE AeiCTRYIOLIErO
TabneTKe, MOKPbITOH NIEHOUHOMH BELLECTBA H €ro CoAepXaHHe B OJHOH
000JI0UKOid, TabneTke, MOKPHITOM MIEHOUYHOM

— «BcnoMorarenbHbie BELWECTBA: JAKTO3bl | 000M04YKOH,

MOHOTHApPAT W [Ip., YKa3aHHbIC B JIHCTKe- — «BcnomoraTenbHble BEeLIECTBA: NAKTO3bI
BKIaJbILLEY, MOHOTHAPAT H Ap., yKa3aHHble B HCTKe-
— KOJUYECTBO TaﬁHETOK, NOKPLITBIX BKJAAIBILLIEY,

niaeHouHoi obonoukoii B nauke, — KONHYECTBO TabNIETOK, MOKPbITHIX

— cnoco0 npumeHeHus: «lns npuema nneHouyHoit 060104KOH B Nauke,
BHYTPb!», — cnocod npumeHeHus: «JIns nprema

— YCJIOBHs OTITyCKa, BHYTPB!»,

— YCTIOBHSL XpaHeHHu4, — YCJIOBHA OTNyCKa,

— npeaynpeauTesbHble HAATUCH: — YCJIOBHA XpaHeHH,

«XpaHUTb B HEIOCTYNHOM [UIsl eTei — TpeaynpeAUTeNbHbIE HANTUCH:
Mmecre!», «He npUMeHATL Mo UCTEYEHUH «XpaHHTb B HEOCTYIIHOM /sl AeTeil
CpOKa roAHOCTH!», MmecTe!», «He npuMeHsaTh no ucreueHnn
— HaWMEHOBAHHE H ajJpec IPOU3BOAUTENS | CPOKA FOAHOCTH!»,

W lepKaTens perucTpaioHHOTO — HaHMEHOBAHHE H aJIpec MPOU3BOAUTEIA
YIOCTOBEPEHHS, H JepKaTens perucTpaloHHOro

— JIOTOTHIT IEP3KAaTesisl PErHCTPALIHOHHOTO | yIOCTOBEPEHMS,

YIOCTOBEPEHH (Ha aHTIUHCKOM A3BIKE), — JIOFOTHN AEPKaTeNs PErHCTPaLHOHHOTO
— HOMEp PEerucTpauoHHOro YAOCTOBEPeHHs (Ha aHITTHIICKOM A3BIKE),
YAOCTOBEPEHHS (HAa PYCCKOM f3bIKE), — HOMEp PETHCTPALLHOHHOTO

— WITPHX-KOI, YIOCTOBEPEHHA (Ha PYCCKOM SI3bIKE),

— (hapmakoa(st), — WITPUX-KOJL,

— kon(bt) THNOrpauH (MECTOMONOKEHHE — thapmakon(bl),

MOXET U3MEHSATLCA), — Koa(bl) THNOTpaduu

— «Cepus:» (Ha pycCcKOM s3blKe), — «Cepus:» (Ha pyCCKOM S3BIKE),

— ATy UCTEYEHHs CPOKA FOAHOCTH — JIaTy MCTEUYEHMS CPOKa roJHOCTH
(«["onen no:») (Ha pycckoM A3bIKe). («I'omen D0:») (Ha PYCCKOM S3BIKE).
JIOMONHHUTENIBHO MOXKET YKA3LIBATHCA JToNONHUTENbHO YKa3aHa HH)OPMALUHs
uH(pOpMaLKA 1119 MOHHTOPUHIA ABMKEHHUS | JUTE MOHHTOPHHTA ABMIKEHUS
JIEKaPCTBEHHOrO Npenapara o7 JIeKapCTBEHHOTO Npenapara oT
NPOU3BOANTENA 10 KOHEYHOTO NPOU3BOIUTENS 10 KOHEUHOTO
noTpebuTeNs. norpeburesns.

XpaHeHue He TpebyeT cneunanbHbIX YCIoBHid COOTBETCTBYET
XpaHeHus

Cpok rogHocTH 5 ner 5 ner

JlaBopatopHbrii ananu3 Ne.: 239/25

Fenid,

3/4



MNPO.MEA.UC Npara a.o.

Tenucka 377/1, Muxne, 140 00 Npara 4,
Yewckan Pecnybivka
® L Ten.: +420 241 013 111

@promedcs.com; www.promedcs.com

E-mail: promed(@
I I al ‘ a a S Hauunas ¢ 1. 2. 1989 dwpma 3apervcTpupoBaka
L 4 ® B TOPTOBOM PErMCTPE ropoackora cyaa r. Mparw,

pa3fen b, npunoxenve 3. Per. Ne: CZ00147893

JIaGopaTopHbIii AHAJIH3 BHINOJIHEH COTJIACHO cnenu(pHKanHy

Hacmosawum a noomeepiicoaio, 4mo npueeoeHHasA vluie UHPOpMayua Ae1aemca 00CmoseepHoll
U MOYHOIl. Ima cepua NPoOYKYUH RPOU36eOeHA (6KII04AA YRAKOGKY (MAPKUPOBKY) U KOHMPOb
Kayecmea) HA GbIUIEYKA3AHHOU RPOU3BOOCMBEHHOII RNAOWAOKe (RN0WAOKAX) 6 NOMHOM
coomeemcmeuu ¢ mpebosanuamu Ilpaseun naonexcaujeii npouzeoocmeenHon npakmuku EA3C
U mpebosaAHUAMU KOHMPOAA KAYeCmEa JIeKApCMEeHHbIX CPeOCms, (. MAKHCe 8 COOMBEMCmeun
CO CHEWUPUKAUUAMU, COOCPHCAUUMUCA 6 PEZUCHPAUUOHHOM 00Cbe CHIPAHbI-UMROpmepa.
3anucu no npouszeo0cmesy, ynakoéKke u QHAIU3Y RPOGEPEHbl, U YCHAHOGICHO UX COOMEemcmeue
mpebosanuam Ilpasun Haonexicauieit npoOU3600CMEEHHON NPAKMUKIL,

Ananuz evinonnen no HJ JIII-Ne(001845)-(PI'-RU)-270424.

10.06.2025 -
M ol
—— [onmuce
1TPRO.MED.CS Praha a.s. Wnona Kyxenona
\J_/ Teltska 377/1, Michle, 140 00 Praha 4 VII0NHOMOUYEHHO® JIUIO
(1/6) PRO.MED.CS Praha a.s.
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— «BcnoMorarenbHbie BELWECTBA: JAKTO3bl | 000M04YKOH,

MOHOTHApPAT W [Ip., YKa3aHHbIC B JIHCTKe- — «BcnomoraTenbHble BEeLIECTBA: NAKTO3bI
BKIaJbILLEY, MOHOTHAPAT H Ap., yKa3aHHble B HCTKe-
— KOJUYECTBO TaﬁHETOK, NOKPLITBIX BKJAAIBILLIEY,

niaeHouHoi obonoukoii B nauke, — KONHYECTBO TabNIETOK, MOKPbITHIX

— cnoco0 npumeHeHus: «lns npuema nneHouyHoit 060104KOH B Nauke,
BHYTPb!», — cnocod npumeHeHus: «JIns nprema

— YCJIOBHs OTITyCKa, BHYTPB!»,

— YCTIOBHSL XpaHeHHu4, — YCJIOBHA OTNyCKa,

— npeaynpeauTesbHble HAATUCH: — YCJIOBHA XpaHeHH,

«XpaHUTb B HEIOCTYNHOM [UIsl eTei — TpeaynpeAUTeNbHbIE HANTUCH:
Mmecre!», «He npUMeHATL Mo UCTEYEHUH «XpaHHTb B HEOCTYIIHOM /sl AeTeil
CpOKa roAHOCTH!», MmecTe!», «He npuMeHsaTh no ucreueHnn
— HaWMEHOBAHHE H ajJpec IPOU3BOAUTENS | CPOKA FOAHOCTH!»,

W lepKaTens perucTpaioHHOTO — HaHMEHOBAHHE H aJIpec MPOU3BOAUTEIA
YIOCTOBEPEHHS, H JepKaTens perucTpaloHHOro

— JIOTOTHIT IEP3KAaTesisl PErHCTPALIHOHHOTO | yIOCTOBEPEHMS,

YIOCTOBEPEHH (Ha aHTIUHCKOM A3BIKE), — JIOFOTHN AEPKaTeNs PErHCTPaLHOHHOTO
— HOMEp PEerucTpauoHHOro YAOCTOBEPeHHs (Ha aHITTHIICKOM A3BIKE),
YAOCTOBEPEHHS (HAa PYCCKOM f3bIKE), — HOMEp PETHCTPALLHOHHOTO

— WITPHX-KOI, YIOCTOBEPEHHA (Ha PYCCKOM SI3bIKE),

— (hapmakoa(st), — WITPUX-KOJL,

— kon(bt) THNOrpauH (MECTOMONOKEHHE — thapmakon(bl),

MOXET U3MEHSATLCA), — Koa(bl) THNOTpaduu

— «Cepus:» (Ha pycCcKOM s3blKe), — «Cepus:» (Ha pyCCKOM S3BIKE),

— ATy UCTEYEHHs CPOKA FOAHOCTH — JIaTy MCTEUYEHMS CPOKa roJHOCTH
(«["onen no:») (Ha pycckoM A3bIKe). («I'omen D0:») (Ha PYCCKOM S3BIKE).
JIOMONHHUTENIBHO MOXKET YKA3LIBATHCA JToNONHUTENbHO YKa3aHa HH)OPMALUHs
uH(pOpMaLKA 1119 MOHHTOPUHIA ABMKEHHUS | JUTE MOHHTOPHHTA ABMIKEHUS
JIEKaPCTBEHHOrO Npenapara o7 JIeKapCTBEHHOTO Npenapara oT
NPOU3BOANTENA 10 KOHEYHOTO NPOU3BOIUTENS 10 KOHEUHOTO
noTpebuTeNs. norpeburesns.

XpaHeHue He TpebyeT cneunanbHbIX YCIoBHid COOTBETCTBYET
XpaHeHus

Cpok rogHocTH 5 ner 5 ner
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JIaGopaTopHbIii AHAJIH3 BHINOJIHEH COTJIACHO cnenu(pHKanHy

Hacmosawum a noomeepiicoaio, 4mo npueeoeHHasA vluie UHPOpMayua Ae1aemca 00CmoseepHoll
U MOYHOIl. Ima cepua NPoOYKYUH RPOU36eOeHA (6KII04AA YRAKOGKY (MAPKUPOBKY) U KOHMPOb
Kayecmea) HA GbIUIEYKA3AHHOU RPOU3BOOCMBEHHOII RNAOWAOKe (RN0WAOKAX) 6 NOMHOM
coomeemcmeuu ¢ mpebosanuamu Ilpaseun naonexcaujeii npouzeoocmeenHon npakmuku EA3C
U mpebosaAHUAMU KOHMPOAA KAYeCmEa JIeKApCMEeHHbIX CPeOCms, (. MAKHCe 8 COOMBEMCmeun
CO CHEWUPUKAUUAMU, COOCPHCAUUMUCA 6 PEZUCHPAUUOHHOM 00Cbe CHIPAHbI-UMROpmepa.
3anucu no npouszeo0cmesy, ynakoéKke u QHAIU3Y RPOGEPEHbl, U YCHAHOGICHO UX COOMEemcmeue
mpebosanuam Ilpasun Haonexicauieit npoOU3600CMEEHHON NPAKMUKIL,

Ananuz evinonnen no HJ JIII-Ne(001845)-(PI'-RU)-270424.
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